AEPXKABHA CIYKEBA 3 JIKAPCEKHAX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKII OBJIACTI

npos. Caitmvunol Hanii, 3, m.Kuis, 02099, Ten/thaxc; (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €IPIIOY 37078774

BACHOBOK
PO SIKICTH BBE3eHOro B YKpainy JikapcLKroro 3acoly

06.10.2023 Ne 48886/23/10

AHPEPEJIIH®

(afiMenyBanHA NIKAPCLKOTO 3ac06Y 3TigHO 3 peecTpaniifiame nocelricHRaM)

HOPOMIOK 1o 3,75 MI' T POIYHHHHK [JIN CYCHeHsii aag in'ekuii nponrorroBanoro
BHBiAbHenNs; 1 du1akon 3 mopouxom Y KOMILIEKTi 3 POIUKHHKKOM 110 2 LT (MAHIT (E 421),
BOXA AA in’ekniit) B ammys, mnprmom ans OAHOPA30BOTO BHKOPHCTAHHS TA BOMA
rojaxamu (y Grictepuiii ymaxkosii) y kaprousuii Kopobui

(opma punycky, nosyeanms, sig NaxyBaHHA JIKAPCLKOTO 3acofy)

Homep peccrpaniiinoro nocsinuenns UA/0695/01/02 eTpoK Aif pecerpauiiinoro noceizaenna 01.01,2099

Cepia sikapesxoro 3acofy Ne AS7376 KimkicTs Bsesenoro aikapcskoro sacofy 400
BupoSanx IIICEH ®APMA BIOTEK, Dpannis
(HafiMeHYRAHHT BUPEOHHKA NRAPCEKOrQ aacofly, kpaina moxomuenys)
Breseno B Yipainy Crninsre yxpainceKo-ecToRcbKe MANpHEMCTBO ¥ toprii TopapucTBa
3 00MERKCHOI0 BiATIOBIAaABHICTIO "Onrima-®apm, AT, inenr. xon:
21642228

{HaiiMenysanus Ta xop 33 €JIPIIOY toprauuHof ocobu abo npizelwe; iv'a, Do Sarekobi thiznuro]
ccobin - nismpremus, 1T Micne mpoxmpanys Ta peecTpautifininh HoMep oBnikoboT kapTu mnaThIK:
noAatkis abo cepis Ta HOMep macnopTa)

Hpotoxon sisyaenoro xonrpomo six 04,10.2023 A= 3133/2.

32 pesyabTaramm  mepxasuoro KOHTPOMIO  BCTAHOBREHO, 1O mMiKapcskHii 3aci6 BBeiemo & Yipatgy »
AOTPHMAMHAM sumMor 3aKOHOMABCTRA MO0 3abe3nekde s AKOCT] JiKapeEKEX 3acofis.




IPSEN PHARMA BIOTECH/ INCEH ©APMA BIOTEK
Number of manufacturing autorisation /

Jiugnsis ns srpoGrmurso; 2022_218
Pare d'activites du Plateau de Signes chemin departemental 24 402,

83870 SIGNES. France

i_i

Napk 2'akTisive mo Flnare ne Ciks Renaprasentepka nopars Ne 402,

83870 CIHb, dpanuia
Phone / Teaedon : +33 (0)4 94 10 76 76
Pax  Oaxe : +33{0)4 O [0 7693

o7

SIPSEN

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTHDINAT SKOCTI TA BLUINOBIAHOCTI

314774-FOR/ V100

Specification reference / Hocunanun ns ericundixauin: @

Materlal code / Koa mavepiana: 1023408

Batch number f Homep cepil: ASTIIG

Article name / Haysa crarTi: DIPHERELINE® (3,75MG IFLCN UA)  BUOEPENTH® (3,75 ML | ©J1 UA)

Registration number / Homep pecerpauiitnero nocaintenns:

VAS0695/01102

Strength / Potency / Cnaa it/ Aktiauicrn: Triporelin 3.75 mg / Tpunropenin 3,75 mr

Neme of the preduct and Dusage form / Hassa apenapary 1a Nikapcbra hopmaz
suspension for injection, prolonged release form / AHSEPEMIH®, fopowok ne 3,75

TIPOZIOHMOBAHOIG BHEINGEHCHHA

DIPHERELINE® 3,75 g powder and solvent for
MI' T3 POIUHEIHK QNS CyCnensil AR in'exuill

Package slze and type / Poymip 8 Tun ynasosen: ) vial of powder {packed with an ampoule of 2 ml solvent and a blister with 1 sytinge

and 2 needlesineach in a cardboard hox)/ | ginaxons DOpALIKOM (Y KOMILIEKTS 3 POTHHUMIKOM 110 2 M1 8 BMTYAL, DIRPHECM AN COHOPA3OHOID

SHXOPHCTARHA T3 LBOMRA roiikamu {y GuicTepriil ynakosui) y kapronuilt xopotui)
Gamma-irradiation/ Faisma-eunposinopanua:

[0 IPSEN PHARMA BIOTECH, Etablissement Gammaster Min 712 Amavaux 131123 MARSEILLE, France (MI3/222} ¢/ INCEH DAPMA
BIGTEK, lerefiaiument Manmactep Min T12 Apsasoxe 13323 MAPCEJIb, Opanuia (M13/222)
& STERIGENICS ITALY 5.P.A., Via Marzaboitg 4, Mincrbio, 40061, Haly (aM31/2019) 7
CTEPIREMIKC ITAINA CILA., Bia MapiaGotro 4, Miseplia, 40061, Itania (aM31/2019)

Manufacturing date/ Inta aupofunursa: 17.02.2023
Expiry date / [lara saxiuvensq repminy apanaraocri; 31.01.2026
Batch slze / Poamip cepils 4499  pnacks /ynaxopox
TESTS / SPECIFICATION / RESULTS/
NOKAIHUKH CRELHOIKAISA PE3VJALTATH
1, CHARACTERISTICS /
OIHC
1.i. General characteristics of Slightly tinted iransparent glass vial filed with a crimped elastomer passed /
the lyophilisate vial / stopper, Content is a practically white, friable cake. BinoBizae
Jaraneunit BHIIAR aakona 3 | DNAKOH 3§ 30eTKA IGTEMHEHOIO NPYIOPOro £472 3 TpodKeo 3 enECTOMepY
nodinizaTom 18 obTHcHOK xkpuwko:0. Bwmict dgnaxowa - npakteung  Ginmf,
nigdinizoaansi nopowok,
1.2.General characteristics of
reconstituted suspension / Homogeneous milky suspension passed /
Jaraneunlt purasn asiguosnenct | FoMorenna MonokonosiGua cycrenia BiZNORiRAE
CYCNHesil
L3, Injectability of reconstituted | Suspension may be pumped in and out with the syringe withoul any
suspension f tnusual resistance of the pluager passed /
I’ exuifinicrs siauosnenot Cycnemia IaTaryeThen y WNpHIL Ta iH EKUIOETLCA Bea OyAb-RKOIO sinnosingac
CYCieH3iT HEIBHYHOTO ONOPY WINDHLA
2, IDENTIFICATION /
TAEHTHOIKAULA The principal peak of the sample must show a retention time and a surface
2.1. Triptorelin / Tpuntopenin | area which are comparable to those of the principal peak of the reference passed /
standard baich BiAnoRifAE
Hac yTpumysanna 7a niowm OCHOBKOIO MKy Ha XpOMAaTorpami
#HOPOBYBAHOTO POIYHIY NOBHHKI BiANOBIZaTH wacy YTPHMYS2uRA Ta
TNOLT OCHOBHOTO NiKY HE XpoMaTorpasi CTABAAPTHOND POIMHKY
2.2. Triptorchin / Tpimropenin U¥Y spectrum of the sample must be comparable with the spectrum of the
-;‘;‘m : refereace balch. Maximum wavelength must be: 280+ 1 nm passed /
“_9?0 OpMi p M A YO cnekTp snapofysamoro posMiHy NOBMHes sianominaTh cnexmy sinnoeinac
c ¢ \ AHAADTHOFO POINHHY, MakeHmankua sosxuna xeuni: 280 + | nm

Page (Crep) 1 74




IPSEN PHARMA BIOTECH / {ICEH @APMA FIOTEK

Number of manufacturing autarisation / L ;
Mlitensin wa supodusurso: 2022_218_t_2 l P 5 E N
Pare d"activites du Plateau de Signes chemin depariemental No 402,
813870 SIGNES. Erance

[Tapk a"axtinite mo Mnaro ae Cins AcHapTaMCcHTCBXa Jopora Na 402,

BAR70 CIHb. ®panuis

Phone / Teaedon : +33 (04 94 1076 76
Fax { Qrane . +33 (034 94 10 76 93

CERTIFICATE OF ANALYSIS AND COMPLIANCE/ CEPTIIQIKAT AKOCTI TA BLANOBIAHOCTL

314774-FOR/ V06

Specification reference / Hocnranna ni theundinanio: Q

Materlal code / Kon marepianaz 1023408 Batch number / Homep cepit: AS57376
Article name / Hayas erarri: DIPHERELINE® [3.I5MG IFLCN UA) ! BHOEPEJIIH® (3,75 M | @) UAaj)
Registration number / Homep peccrpauifinore necpinenns: UAMGR501/02

Strength / Potency } Cuns aif / Axrusrices: Triptoretin 3,75 mg / Tpunzopenia 3,75 mir
Name of the product and Dosage form / Hassa APCnAPATY TA Hikapeoka gopma: DIPHERELINE® 3,75 mg powder and solvent for
suspensien for injection, profonged release form / JHOEPESIH®, FOPOUTOK 10 3,75 M Ta pOIusHNNK 2R Cyeneusii 4ng 0 ekl
HRLiouroganoro BIiBi.‘leﬂHHﬂ
Packege size and type / Pomip ra Tun ynaxeexu: | vial of powder (packed with an ampaule of 2 mi solvent and a blister with | syringe
and 2 needles in each in a cardboird box)/ | daakon s TOPOUTKOM {y KOMMIEKTE T POTHUHHMKOM (10 2 M 8 8MIIy.i. LIPRLIOM S8 OAHOPA30REI0
FHKUPHCTAHIGETA A0ME rokaMM (y BRicTepuii Yiakonui) y kaprouiit kopoBud)
Gamma-icradistion/ Tamma-punpoMimosanss:

0 IPSEN PHARMA BIOTECH, Etablissement Gammasler Min 712 Amavaux 13323 MARSEILLE, France (M13/222)  INCEH DAPMA
BIOTEK. fereaimment Maviiactep Min 712 Apuasoxe 13323 MAPCE#D, bpaunin (M137222)
STERIGENICS ITALY S.P.A.. Via Marzabotio 4, Minerbio. 40661, lialy (aM 3172019y /
CTEPLAXEHIKC ITANIR C.ILA., Bia Mapsagorre 4, MinepGio, 40061, Trania (aM31/2019)

Manufacturing date / Jara pupeSHIyTRS! 17.02.2023%
Expiry date / JJaya saxinuenns Tepminy apnaarroeris 31.01.2026
Butch size / Poywip cepli: 4499 ypacks fynaronox
TESTS/ SPECIFICATION/ RESULTS/
NORA KL CHENIRGIRAIIS PEVYVIIRTATI
3. TESTS/ TECTH
A.1. Friptoretin purity /
Yuerota TpHntopeniny
- Any imputity / Gyan-aka gominka = 0.5% 0.2
- Total impurilies f pesoro Aosiwox <30% 05
> 0.1%)
3.2. Water content / BmicT Bonu < 2.5 mgfvial 0.5
< 2.5 mrfdnaxon
3.3. Residual methylene chloride / = 5.0 mgivial 23
Jannukenui BMICT MeTHACH < 5.0 mr/dimakon
xaopuaa
4. ASSAY / KUILKICHE
BHIHAYEHHS
4.1 Triptorelin/ 3.75 - 4.50 mg/ivial 4.04
Tpunrropenin 3.75 - 4.50 mr/dmaron
4.2. Uniformity of content / Cotmplics with Ph. Bur. 2.9.40 passed / mignonijac
OnnopianicTs emicry Binnosigae Ph. Eur, 2.9.40
5.BIOLOGICAL TESTS / Paramelrie release /
BIOJOTIYHI TOKAIHUKH Jamimoerecs
5.1. Sterility test / CrepunsHicTs Complies, if tested, with Ph. Eur, BHAYCKOM 3a
HArilto nporoaNTECA, Bignosiaac Cap. Dapm. NADAMETPAMH
3.2. Bacterial endoloxins / < 175 LU /vial <175
DaxTepianuii eHIOTORCHIH < 175 MO/dinzrkon

Page (Crop.)2/4




IPSEN PHARMA BIOTECH / INCEH @ APMA BIOTEK

Number of manufacturing autorisation /
Hiuewaix na snpobunureo; 2022_218_1_2

Parc d”activites da Plateau de Signes chemin departemental Ne 402,

B3870 SIGNES, France

TMapk a'axvisite mo Mnato ac Ciks aenaprastentenxa Aopara Ne 4053,

83470 Cl b, ©panuix
Phone / Tenedon - +33 (0494 1076 76
Fax / thaxc : 433 (034 94 (07693

ZIPSEN

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTHOIKAT AKOCTI TA BAMOBIZHOCTL

314774-FOR / V10.0

Specification reference / flacnanunn wa eneunhixauio: Q

Materiel code / Koa mevepianas 1023408

Batch number / Hosmep cepil: A5T376

Article name / Hassa cvarri: DIPHERELINE® (3,75M0 IFLCN UA) f AHOGEPENIH® (3.75 MTT 1 @1 UA}

Registration number / Homep peceTpAUifinoro neceinveMna:

UAAGI5/01/02

Strength / Potency / Cuna aff f AxTuenicrs: Triptoretin 1,75 mg / Tprnvopenin 3,75 mr

Name of the product and Dosage form / Haisa APERIRPATY TA NiXAPCHKA dopma:
suspension for injection, prolonged release form / AHGEPENIH®, topowok no 3,75

IIPOAOHIOBAHOND BRBIALYEHHA

Packnge size and type / Poamip 1a Tun ynaxoswu: 1 vial

DIPHERELINE® 3,75 mg powder and solvent for
ME T3 POIHHHUK AN €YCnendii L in' ekl

of powder (packed with an ampoule of 2 ml svivent and a bister with | syringe

and 2 needles in each in acardboard box) / | dinaxoers HOPCIIKOM [y KOMIMICKTE 3 POTHHHHKKCM N0 2 MA B AMITy i, WNPHUOM AN OAHOPAORITG
BHXOPHCTAaHHX T& ABOMA rosxavu {y Gnictepiifl ynaxonui) y kapTonuili kopoSui)

Gamma-irradiation/ TaMma-srOpoMiHIOBAHHA:

O IPSEN PHARMA BIOTECH. Etablissement Gammaster Min 712 Amav

BIOTEK. leveBainntenr Mavmactep Min 712 Apnasoxc 13323 MAPCE]b, Opanuiz (M13/222)
& STERIGENICS ITALY S.P.A.. Via Marzabotto 4, Minerbio, 40061, Raly {eM3172019) ¢
CTEPIDKEHIKC ITARIA C.NLA., Bia Mapsadorro 4, Mikepbio, 40061, Iranis (aM3 1/2019}

Manufacturing date / flava supoSnnurea:

Fxpiry date / laTa saxcinuenns TepMiny npuaarecri;

butch size / Pormip cepii:

17.02.2023
3LOL2026
4499  packs /fynakonok

aux 13323 MARSEILLE, France (MEM22237 HICEH QAPMA

ONpOMIHEHHAM

25-40 kTpekt

TESTS / SPECIFICATION / RESULTS/
HOKA3ZHHKH CNENHDIKALLA PEIYJIRTATH

6. PROLONGED RELEASE CONTROL

TEST/

BunpoGyranun HPRICHIORBHODQ

BUBINBHCHHS

6.1. Reproducibility test In vitro dissolutiont

TecT ua pinTROpIORAKICTL,

Posuuneuns in vitrp,

- 24 hours / 2.4 rop. <27% 4

- 59 hours / 59 ron. 38-80% 65

- Between 115 and 163 hours f Mix 115 1a > 80% 92

163 ron.

6.2, In vivo testosterone release test in

the rat / Mecan testosteronce level must not be more than | ng/mi in the N.B./

Tect Ha edextrpnicTs three last samples tested. H.B.

Businenenns recrocTepony in vivo y CepelHe 31aUeHHA KOMHOPO 3 3-X 0CTasHix IPRIKIB He

NAWOKIE <1 Hriman. BHIHAYZECTLCA

TOTHER TEST / 1HWI MOKAIHHKH

7.1 Radiosterilisation dose Check / ‘ Irradiation dose range: 25 - 40 kGy passed /

Neperipxka ag3u crepunizaii Hoza onpoMineuns noruuua SyTH y Mexax: sianosinae

Page (Crop) 3/4




IPSEN PHARMA BIOTECH / HICE# ®APMA BIOTEK

Number of manufscturing auterisation / .
Hiuensiz pa pupobunareo: 2022_218_1_2 4 . P S EN
Pare dactiviles du Plateau de Signes chemin departemental Ne 402,
83870 SIGNESR, France

Napx a'akrigire 2o Naaro ac Ciky acrapraseiticyka nopora Ne 402,

83870 ClHb., Wpanuis

Phane / Terepon : +33 (54 94 107676
Fax [ akec : +13 (034 94 10 76 93

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTHOIRAT RKOCTI TA BUINOBIAHOCTI
314774-FOR/ V100

Speelfieation reference / focunannn ua eneundixauio: Q

Materisl code / Kon matepiana: 1023408 Batch nomber / Homep cepil: AS57376
Article name / Hayan cratri: DIPHERELINE® (3.75MG IFLCN UA) f AUOEPENTH® (AT3MF 1 R UA)
Registration number/ Homep peccrpauifinero nocelauenna: UAJD6DS/01102

Strength / Potency / Cuna ail/ Axusnicrs: Triptorelin 3,75 mg / Tprnropenin 3,75 mr
Name of the product and Dosage form / Haina ApenapaTy Ta Nikapeoka dopma: DIPHERELINE® 3,75 mg powder and solvent for
suspension for infection. prolonged release form / JIMGEPESIH®, nopowiok me 3.75 wr1a POXIHHHHK N8 CYCNSHRT R i ceaii
HPONOHIOAZHOID RHRINLHERHA
Package size and type / Poymip ta Ten yraxossw: | vial of powder (packed with an ampoule of 2 mi solvent and a blister with | syringe
and 2 needles in each in o cardivoard box )/ § daakon 3 BOPOIUIROA (Y KOMNACKTI 3 POTHHINMKOM 1o 2 57 B aMNy i, WITPHLUOM 238 LAHOPRIOBOTD
RUKOPHCTIREA T3 NBOMA FOIKANIK () GaicTepHilt yarorui) ¥ xapTonsif kopobuf)
Gamma-irridiation Famms-aunpominosanng:

1) IPSEN PHARMA BIOTECH. Etablissement Gammaster Min 712 Amavaux 13323 MARSEILLE. France (MI¥222}/ INCEH ®APMA
BIOTEK. TereGriwnent Favvacrep Min 712 Apnasoxe 13323 MAPCEJIL. Dpancin (MI3/232;
B STERIGENICS ITALY 5.P.A., Via Marzabotio 4, Mincrbio, 40061, tialy (aM31/2019)/
CTEPUDKEHIKC ITARIA CILA., Bia MapsaGorro 4, MinepGio, 40061, Frazis (aM31/20|9

Manulacturing date / flaTa supofiuinraa; 17.02.2023

Expiry date / Inta zaxlusenns Tepminy upuaatuoct: 31.01.2026

Batch size / Poimip cepif: 4499  packs /ynaxosor
Conclusion: Baich complies

Bucnosox: Cepin nianoninae

Camments / Komeurapl: @\ Not Applicable / He 3actocoryerses
Write comments if any / 3asnante xoMentapi, sxwo HeooGxinne:

Certification statement:

| hereby cenify thar the above information is authentic and accurate. This batch of product has been manufactured
{including packaging/labeling and quality control) at the above meationed site in full compliance with the GMP
requirements of the local Regulatory Autharity and with the specifications in the Marketing Authorization of the

importing country. The bateh processing, packaging and analysis records were reviewed and found 1o be in compliance
with GMP.

3anea npo ceprudicauio:

Ll 3acpiguyto, wo vanenena BHwe iRGopyallia ¢ AoctesipHol Ta TouKomw. Lo cepilo nponyxufi Ovao Bupotineno
(BXTIOAKONH MAKYBAHKA/MAPKYBAHHA Ta NPOBEACHO KOHTPOAL 1 AKOCTI} HZ Buimelanayesifl ZimbHHLG Y noBHiH
BIARORIMNOCT 3 Aumoramy HBIT, BCTAHOBHEHHMH MicLEBHM PETYRETOPHMM OPrAHOM, A TAKOK RignomiaMo no
creundirauiil, wo MicTaTheR ¥ ptecTpadiliiomy nocke kpaiku iMnoprepa. Mpovokons BHPOSHHUTBR, MAKyBaHHA Ta
axaniais Gy NeperaguyTo Ta BCTAHOBACHO BiLNOBiANicTs sWMoram HBIL,

Name, Signature and position#title of person authorising the batch release: ‘3 Couvalbeis

Assurance Quality Pharmacist
Iat"a, mignie Ta nocana/3BaHHR 0cobK, axa BHAANA RO3niR Ha BHAYCK Ccepil:

Ynossopakena ocoba 3 sxocti, Papyaucsr

Dalc of signature: IPSEN PHARMA BIOTECH
DNara nignuecanin; Parc d'Activités du plateau de Signes
Chemin Départemental 402
83870 SIGNES (France)
adresse postals : BP 707 Signes
83030 Toulon Cedex 9
TH.33(0M 94 10 78 76- Fax 3H0M B4 1076 79
RCS Toulon n® B347 835 274
Siret 1 347 B35 274 00015 - Code NAF 21202
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IPSEN PHARMA BIOTECH / HICEH ®APMA EIOTEK

Number of manufactering autorisation / ”
MMinensia wa supoSunureo; 2022_218_1_2 l P 5 E N
Parc d’activites du Plateau de Signes chemin departemental Ne 402,
83870 SIGNES, France

Mapk ;" axtisite 1o Mraro ae Cine nenapramesreexa Aapora Ne 402,

83876 CIHb, ®paunis

Phone / Tenedow: +33 10494 1076 76
Fax f axc: +33 (0114 94 1076 33

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTUDIKAT AKOCTI TA BIANOBIAHOCTI
330515-FOR / V5.0
Specification reference / Mocunannn na encundixauivo: B

Material code / Kox matepiana: 1049323 Batch number / Homep cepit:  AS3131

Article name / Hassa cratri: Solvent 2 ml for reconstitution for DIPHERELINE® 3,75 mg / Po3usHHNK 710 2 MR ma
npurotysauss JHOEPENIH® 3,75 mr

Registration number / Homep peeetpanifinero noceiavcnns: UAMGYSN1/02

Name of the product / Hazas npoayxry:

Selvent 2 ml (mannitel (E 421), water for injection) for reconstitution for DIPHERELINE® 3,75 mg / Pojusthrex nio 2 Ma
(mawit (E 421}, soma ana ui' exuitt) ans nprrotysansa JUOEPEMH® 3.75 mr

Package size and type / Poamip Ta Tun ynakossn: | ampule of 2 m! solvent (packed with a vial of powder and a blister with
} syringe and 2 needles in each in a cardboard box) / 1 aMnyna 3 2 Ma pOIUMHHNKA (Y KOMIREKT 3 NOPOLKOM, HINPHUOM BnA
OXHOpAalOBOro BHKOPHCTAHHA Ta ABOMA roAKamy (y Gnictepuifl ynakoaui) y kaprornitl xopofui)

Manufacturing, primary packaging and quality control / BupoSnnureo, nepauuna ynakosks ta KOWTPONL AKCLTI:
CENEX], 52 rue Marcel et Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEHEKCY, pio Mapeeas ¢ ax Towre
5294120 QOHTEHE-CY-BYA, ®panuin

Number of manufacturing autorisation / JHuessis wa supoSuuurao Ne: M 16/379

Manufacturing date / lata nirpobunuraa: 29.11.2022

Expiry date / [lata saxinuennn repminy npupatnocri:  29.11,2027

Batch size / Poamip cepil: 4499 packs fynakonox

TESTS/ SPECIFICATION / RESULTS/
HOKAIHUKH® COELUHUGIKAIR PEIVILTATH
. CHARACTERISTICS/
XAPAKTEPHCTHKH
1.1 General characteristics / Solution practically free of visible particles passed /
3araneni XapaKkTepHCTHKY Po3u i MPaKTHYMO BiRLHKEH BIL BHAMMHX YRCTOK Bifnoninac
1.2 Coloration / Jabapeaeuus
Calourless / besBapruufl passed /
BiANOsifac
1.3 Clarity / Mpo3sopicts Clear solution / passed /
Hposopwuit posynn mianoninac
1.4 Particulate contamination / > 10 pm: ¥ 6000 particles / ampoule
Mexaniuni sxmoucng > 10 MxM: < 6000 yacTox/amayna 39
=25 pm: < 600 particles f ampouie
> 25 miM: < 600 wacTor/aMnyna i
2. TESTS/ TECTH
2.1 Extractable volume / > 2.0 mi 2.1
OB6'em, WO BUTATACTHCA >2.0Mn
55t07.5 6.4
55-73

Page 1 surl




{PSEN PHARMA BIOTECH / INCEH ®APMA BIOTEK

Number of manufacluring autorisation / -
Jlivenyin na supoBunureo: 2022 218 1.2
Parc d’activites du Plareau de Signes chemin depanemental Mo 402, :

#3870 SIGMNES, France

TTapr n’axtinire 230 Mnare e Cins aensprasiercreske nopora Ne 402,
83870 CiHb, ®panuin

Phane f Tenedon: +33 (0 94 1076 76

Fax 7 dage: +33 (034 94 10 76 93

1
CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTH®IKAT SIKOCT) TA B{ATTOBLAHOCT! l

330515FOR/ V5.0
Specification reference / Tlocunanun ua coenudixauio: B

Material code / Koa mavepiana: 1049323 Batch number / Homep cepil:  AS3131

Article name / Hassa cravri: Solvent 2 ml for reconstitution for DIPHERELINE® 3.75 mg ! PosqHHHBK RO 2 MA ans
npurorysauia JUOEPENIH® 3,75 mr

Registration number / Homep peccrpauiiinore nocaimienns: UA/0695/01/02

Name of the product / Hasea nponysry:

Solvent 2 mi (mannitol (E 421), water for injection) for reconstitution for DIPHERELINE® 3,75 mg / Posunnuk no 2 ma
{ManiT (E 421), Bona ana uW’exuill) ans npurotysavda BMOEPENIH® 3,75 mr

Package size and type / Poamip 12 virr ynaxoskn: | ampule of 2 ml sotvent (packed with & vial of powder and a blister with
} syringe and 2 needles in each in a cardboard box) / 1 aMnyna 3 2 MIL PO3UNKHIKE (Y KOMILICKTE 3 NOPOLIKOM, RINPHLOM R1A
ORHOPAIOBOTO BUKODHCTAKNA Ta ABOMA rokami {y GaicTepHill ynaxosui) y kaprousii xopobnl}

Manufacturing, primary packaging and quality cantrel / BupobHiurao, nepernna ynakopka Ta KOHTPOML AKOCTE:
CENEXI, 52 rue Marce] et Jacques Gaucher 94420 FONTENAY SOUS BOIS, France / CEHEKCI, pwo Mapceas ¢ Xax owe
32 94120 GPOHTEHE-CY-BYA, ®pauuin

Number of manufacturing autorisation / Jliuensiz ma expolHHUTEO No: M 16/379

Manufacturing date / Aara BupoBrruTan: 29.11.2022

Expiry date / Rata 3akinvuenus repminy npnaataocri:  29.11.2027

Batch size / Posmip cepil: 4499 packs /ynaxenox

TESTS/ SPECIFICATION / RESULTS/
NMOKAZHIKHN CHEUMDIKAIUA PEIYNALTATH
J. ASSAY / KINLKICHE
BHIHAYEHHS
1.1 Mansitcl / Manit 0.76-- 084 % {wiw) 082

0.76 .. 0.84 % {mm)

4. BIOLOGICAL TESTS /

BIQJIOMYHI TECTH

4.1 Seerility test / CTepunsticTs Complies with Ph.Eur, / passed f
Biasowinae sumoram Cap. Qapm. BiAnoBinac
4.2 Bacterial endotoxing / Baktepiansni ' < .25 LU/m! < (.05
EHOOTOKCHHK = 0.25 MO/ma
Conclusion: Batch complies
Buctosor: Cepin Binnosinac

Comments / Komeutapi: [ Not Applicable f He 3actocosyeties
Write comments if any / 3a3naste komenTapi, akuo Beoo




IPSEN PHARMA RIOTECH / INCEH ®APMA EIOTEK

Nomber of manufacturing auorisation / - _
Jliucersia wa nHpoSuurren: 2022_218_(_2 l p S E N
Parc d’activites du Plateau de Sigoes chemin departemental Ne 402,
83870 SIGNES, France

Mepk a'aktisite o Tlaato ne Cine AeHapraMeHichka hopora No 402,

83870 ClIth, ®panuia

Phone / Teaedion: +33 (01)4 94 10 76 76
Fax / Qake: +33 (014 94 1076 93

CERTIFICATE OF ANALYS]S AND COMPLIANCE / CEPTHOIKAT AKOCTI TA BIANOBIAHOCTI
330515-FOR/ V5.0
Specification reference / MNocuaanns na cnenHdinauin: B

Material code / Koa matepiana: 1049323 Batch number / Homep cepit:  AS3131

Article name / Haisa cratri: Solveat 2 ml for reconstitution for DIPHERELINE® 3.75 mg / PO3urHHIK No 2 MAa ang
npurotysanis JHUOCEPEIH® 3,75 mr

Registration number / Homep peccrpauifinore nocsiness: UAA695/01/02

Name of the product / Haina NpoAYKTY:

Solvent 2 mi {mannitol (E 421), watcr for injection) for reconstilwtion for DIPHERELINE® 3.75 mg / Po34ubnuK no 2 mn
{mantir (E 421), ona ans wh'exuill) ann npurorypatin JHOEPERIH® 3,75 mr

Package size and type / Poimip a Tun yrakoeswn: | ampule of 2 mi solvent (packed with a vial of powder and & blister with
¥ syringe and 2 needles in each in a cardboard box) / | amnyaa 3 2 M po3unsnuka {y xommntekri 3 nopotuxom, wrpHuoM ana
ONHOPAIORGrO) BHKOPHCTARKA T ABOMA FORKAMH (y Gaicrepnili ynakosui) y xapronnif kopoduf)

Manufacturing, primary packaging and quality control / Bupofinnurao, nepenusna YNAKOBKE TA KOHTPONL AKOCTI!
CENEXI, 52 rue Marcel et Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEHEKCI, pio Mapcens e ¥ax Cowme
52 94120 @OHTEHE-CY-EVA, Dpannia

Number of manufacturing autorisation / Nivewsis 1a gipobnnurso Ne: M 16379

Manufacturing date / {ata B3polHaLTRA; 29.11.2022

Expiry date/ faTa saxinsenus Tepaminy npusatmecti:  29.11.2027

Batch size / Poamip cepii: 4499 packs /yizkorox

Certification statement:

[ hereby certify that the above information is authentic and accurate. This baich of product has been manufactured
{including packaging/labeling and quality contral) at the sbove mentioned sites in full compliance with the GMP
tequirements of the focal Reguiatory Authority and with the specifications in the Marketing Authorization of the

importing country. The batch pracessing, packaging and analysis records were reviewed and found to be in compliance
with GMP.

3asna npo ceprodikauin:

Ham sacaiatyro, wo vaseaena sime ishopmauin € nocronipuowo Ta TouHOK. Lo cepito npomyxuli 6yno supoGaeno
(skmouaionn maKyBarHA/MapKYBaNHE Ta RPOBEACHO KOHTPOAL T AKOCTI) Wa BuwerasHavenifl pimprmui ¥y noesif
BIANOBIANOCTI 3 sumorammn MBI, BcTanoBAEHUNM MICUCBHM DEryNATOPRUM OPFalfOM. 4 TakoX pisnosiame no
cnewndikauil, wo micrareca y peecTpalilitoMy ROCKke Kpaiun-immoprepa. {Iporokoan BHpoGHNUTEA, MakyRauna Ta
aHanizia GyA0 nepernanyTo Ta BCTAHOBREHO BiAnosiAiicTs puMoram HBI.

Name, Signature and position/iitle of person authorising the batch release: 3 -(\W\M @

Assurance Quality Pharmaciss
IM’8, mignne ta nocasa/snanna ocobu, fxa suaana A0IBiN Ka BUTOYCK cepil:

YuosHosaxena ocoba 3 axocTi, PapMayesy

5t it . '
Trmarmne IPSEN PHARMA BIOTECH | 13119010
' Pare d'Activités du plateau de Signes
Chemin Départemental 40§
70 SIGNES (France
ad?e%ge postale : BP 707 Signes
83030 Toulon Cedex 9
Té1. J3(0% 94 4076 76 - Fax J30M 94 107679
RCS Toulon n° B347 835274
Sire) - 347 835 274 00015 - Code NAF 21202




JTEPXKABHA CJIYXBA 3 JIKAPCHBKHUX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTHKAMH
Y JHINPOIIETPOBCBHKIM OBJIACTI

Iuinpo, w.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kox EPTIOY 37070663

BUCHOBOK
npo sikicTh BBe3eHoro B YKpaiHy JikapchKkoro 3acody
10.09.2023 Ne 45632/23/0411
JAADEPEJIIH®

(HaliMeHyBaHHA TiKAPCLKOro 3ac00y 3riHO 3 peecTpaliftHUM NOCBIAMEHHAM)
nopouiok mo 3,75 Mr Ta pO3YHHHHK [JIA CycneHsii s in' €Ki mpoI0HroBaHoro
BHBiIbHenAs, 1 GpJIAKOH 3 MOPOMKOM Y KOMIIEKTI 3 po3uuHHNKOM 10 2 M (MaHiT (E 421),
BOJA A4 iH'eKkmiil) B aMmyJi, INMpUIoM AJ1S OHOPA30BOrc BHKOPHCTAHHA Ta IBOMA
roaxamu (y 6aicrepniii ynakopui) y kapToHHiii kxopoGui

(dopma BumycKy, 103yBaHHS, BH NAKYBaHHS AiKapchkore 3acoly)

Howmep peectpaniitsoro nocsinuerns UA/0695/01/02 crpok pii peecTpaniitioro mocsimuesna 01.01.2099 -

Cepis nikapcekoro 3acoby Ne AS5967 KinukicTs BBe3eHOro Jixapcbkoro 3acoby 300
Bupo6Huk ITICEH ®APMA BIOTEK, ®pannis
(uafiMeHyBauHs BUpOGHUKA Tikapchkoro 3acoly, kpaiHa NOXOKEHHA)
Beeseno B YkpaiHy TopapHcTBO 3 06MEKEHOI0 BiINOBIAIBHICTIO "BaJIM", igenr. xon:
31816235

(saiimesiyBanns Ta Koz 3a €IIPTIOY opuamizol ocobH abo npisBHE, iM'A, TI0 GaTbkoBi iznynol
0co6H - IHAnpHemL, Tl Miclie MPOXUBAHHA Ta peecTpauiiiauii HoMep 00HK0BOI KAPTKH MIATHHKA
noaartkip a0o cepis Ta HOMep NacTmopTa)

TIpoTokoa BisyansHoro koutpomo Bia 09.09.2023 Ne 07-01/2586/3.

3a pesynbTaTaMH JepKaBHOI0 KOHTPOMO BCTaHOBIEHO, IO mikapcokuit  3aci6 BBE3¢HO B YKpalHy 3
AOTPHMAHHAM 3uMOT 33KOHOJABCTBA LIOJ0 3a0e3medeHHA SKOCTI JiKapChKHX 3ac06iB.

B.o. HavanbuuKa JlepxaBHOT c1yk0u 3

TiKapchKHX 3ac00iB Ta KOHTPOIIIO 34 »
P . G Harans MAHJIPUKA
HapKOTHKaMH y JIHINpOneTpOBChKIH :
obnacri

(nocagoBa ocofa opraHy AepiaBHOTO KOHTPOIIO) (nianwuc) (iniiany Ta npizBHILE)

Konropuiikosa HOmnis Akl




IPSEN FHARMA BIOTECH / IDCEH ©APMA BIOTEK
Number of manufacturing sutorismion / *
Jiivewain ua snpoBusturno: 2022_218_1_2
Parc d'aciivites du Platcau de Signes chemin depanemental M 402,
RABY0 SIGNES, France
Flapx n'axrisive a0 Taeto a¢ Cina senapraseHTCLIn Ropors Ne 402,
81870 CIHY, Ppanuin
Phone 7 Tenedpont : +31 (034 94 10 76 76
Fax/ LS UUNM 07693 j

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEFTHOIKAT AKOCTI TA BIANOBIAROCTI

314774-FOR / V10.0
Specilication referwnce / Mecsuasmen wa eneundivauiio: Q
Material code / Koa matepians: 1023408 Batch nwiaber / Homep cepit: ASS9?
Artlcle mamwe / Hayes eravri: DIPHERELINE® (3.75MG IFLCN UA) / AHGEPENIH® (3,75 MIC | &J1 UA)
Regisiration sember / Homep peecrpauinors nocsiavexnn; UANGIS 0112
Strength / Potency / Cruae alf / Axrueniera: Tripioretin 3.75 mg / Tpunroperin 3,75 ur
Nawme of the produci and Dosage form / Haxes nperapazy T8 slkapesia popmsr DIPHERELINE® 1.75 mg powder and solvent for
suspension for injection, profonged release foem £ IHGEPEINTH®. nopowos 1o 3,75 MI TR POTMHHHX AA% cyCREHTT Ann in'exuif
TPOAOHTUSAHOTT BHBNLHEHHE
Package size and type / Posmip va von ynasoaxn: | vial of powder (packed with 2n ampoule of 2 ml solverst and a blister with ) syringe
and 2 needies incach in B candboand Box}/ | aaxon 3 MOPOUIKOM (Y KOMIUAEKTS 3 POTTHRNHIDM NG 2 M2 § BMAYH, (1IPIUIOH IR OIHOPIINBTD
BHEOPHCTEHKN TS AB0NMA romcaMH (y GricTepuin ynakonaui) v xaprosmifl xopoluy)
Gamma-irradiation/ Famaa-swnvpomisionsuna?

D IPSEN PHARMA BIOTECH, Elablistement Gammasier Min 712 Arnavaux 13323 MARSEILLE. France (M13222) / HICEH GAPMA
BIOTEK, IereSaimscnt Nanaserep Min 712 Apuanoxe 13323 MAPCE b, Gpamuis (MI137222}
I STERIGENICS ITALY 3.P.A., Via Marzaboito 4. Minerbio, 40061, lialy aM31/2049) /
CTEMIDKERIKC ITANIR C.N.A., Biz Mapaafiorro 4, Minepbio, 40061 . tranix (aM31/2019)

Munutacturing date / faTs aupelunirTas: 25.01.2023
Expiry date / dura saxiny¢Hun Tepuiny npuaaruactis 31.12.2025
Baich sise 7 Posaip cepil: 4300 packd /ynaxsssx o
TESTS/ SPECIFICATION/ RESULTS/
_ NOKAIINH : _CTIERHOINAUIA . PEMVABYATH
& JTESTS/ TECTH " |
3.1. Triptorelin purity / '
UscToTa Tpamropeniny
- Any irmpurity f Gyan-axs oMimrs <0.5% 0.2
- Total impurities / scaoro Josimiox <30% 0.4
(> 0.1%)
1.2, Waler content 7 Baict moan < 2.5 mghvial 0.6
< 2.5 Mc/bnaxon
3.3. Residual methylene chloride / < 5.0 mgtvial 21
3amnurxownit BMICT MeTHICH < 5.0 ur/pnaxon j
| xropuas i
4. ASSAY / KIBKICHE ‘
BMIHAYEHRHA
4.1. Triptorelin / 31.75 - 4.50 mg/vial 4.00
Tpunropenin 1,75 - 4.50 Mrfgunaxon
4.2, Uniformity of content / Complics with Ph. Eur. 29,40 passed / ainnosinac
Onvopignicts amicry Bianosizae Ph. Eur, 2.9.40
LBIOLOGICAL TESTS / Parameiric release /
1y 3amimoctacx
5.1. Stenlity test / CrepunsicTa BRITYCKOM 3
H
3.2. Bacterial endetoxins / <1715
Baxrepianenl sHa0TOKCHHH
Page (Cmp.j 2/4
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s PTEONE LT emepon - 33 (UM 94 L0 76 76
Fax / 1 ¥ 1o

E

(PSEN PHARMA BIOTECH / IBCEH ©APMA BIOTEK
Numiser of mamufactaring sutorisstion §
Jlinescrin wa supobinurao: 2022_218_1_2

Parc d*sctivites du Plwtess de Signes chomin deparizmental M 402,

3870 SIGMES, France

fapx A'merivire 20 (L1810 e Chias DeTapTaMeHTTINR R0Pora Mo 402,

83870 Clib, dpmuis

ZIPSEN

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEFTROAT SROCT! TA BIATTOBIZHOCTY

IMATH-FOR! Y100

refersnce / Tlocuasunn ua cneustfpicnthor {)

Spedification
Material code / Kany suurepiana: 1023408 Homep cepfht:
Arficle navse/ Haass cyatri: DIPHERELENE® (3.75M0 |FLCN UAY/ SHGEPERIHE (3,73 MT 1 O/ LA)

Repistration sumber / Homep precy

pauiftsnore
Strength / Potency / Cuna alt/ Axcvanaicvs: Triptorelin 3.75 rag / Tpraropenie 1,75 mr
Name of the preduct snd Dosage form / Baies npenapary Ta sixapes

Batch number / ASS96?

BocBizvennn: UADSGISOLN2

xn fopeen: DIPHERELINE® 3,75 mg powder snd solvent for

suspension for injection, prolonged release form 7 AHGEPEAIH®, nopowox 0o 3,75 Mr 1o povastanx K18 cycnessil amm bn'exuill

NPONOKPORAHOHD BHaLAMERNA

size nnd (ype / Posmip ™ THR yranomxn: | viad of powder {packed with an ampaule of 2 mi solvent end a blister with 1 syringe
and 2needlesin each in 4 cardboand box)/ 1 Paskon s nopouscoms {y FOMNAEKTI 3 POPMOIHIGOM N0 2 MA D BMTEYIL, IATPHILON A% SAHOPNI0BONS
SIKOPHCTARHA T8 ABOMAS FOmasi (y GalcTepuil yraxosul) y xapromeiit sopotui)
Gamwielrrad ntion Tisowa-sunpesthnossnnn:

O (PSEN PHARMA BIOTECH, Etablizsemeat Gammaster Min 712 Amavaux 13323 MARSET LE, Frence (M13/222)7 INCEH DAFMA
BIOTEK, kereGnbunesiy Fmneactep Min 712 Aprasoxc 3323 MAPCES b, $pamals (M137222)
B STERIGENICS ITALY S.P.A.. Vis Marzabotto 4, Minevbio, 40061, faly (aM3172119)
CTEPUDKEHIKC ITANA C.1.A., Bia MapsaBormo 4. Mincp@io. 4005+, franix (aM3172019)

Manafacturing date / Bars supobnuores; 26.01.2023
Expiry dute { Bava mxionvennn Topminy npranreecti: 3122025
Batch sive / Fosulp ceplt: 4580 AAKOROK P ——
TESTS/ SPECIFICATION / RESULTS /
TROKASHHKH CHELH®IKALUR PEIYABTATY |
1.1. General characteristics of | Slightly tinted transparent glass vial fited with a crimped elastomer passed /
the lyophllisate vial / stopper. Conient is a practically white, friable cake. siznosiase
Jaranesuf sursan graxous 3 | ONAKOH 35 NN IRTEMHCHOTO NPOIOPOTO Cxna 3 RPOGKOK) 3 LRECTOMEPY
riogizimrom 1a oftsenoro xpHkDi0, BMiCY dnskoms - npacrwuno  Giauk,
: nioginizosauull nopomok.
1.2.Gencral charscleristics of
reconstitated suspension / Homogeneous milky suspens:on passed /
amm nurnag siasopnewod | Tomorensa ix sianosinae
H ? e WMCHOM0 5N
1.3, Injectability of reconstituied | Suspension may & pu 5t N
suspension / uaususl resis g v passed /
Iw’exuiftnicrs pinnosnexol Cycnemie siznozigac
cycnemis . HEIANYHOTO o ] }
IXEATHOIKALIIA The princip fic sampie must show a yelention time and a surface
2.1. Triptorelin / Tpsntopenin | area which parable mﬂmseomé pcipal peak of the reference passed /7
standard be b mianoeinse
ro niky Ra xpomsrorpami '
— i FTorps APTHOID POITHHY
2.2. Triptocelin / Tpsinropesin | UV spectruam of the sampie st hs compmble e with the spectrum of the
reference batch. Maximuom wavelength must be: 280 £ | nm passed /
¥ cnegtp sunpobysanore posundy nosssen wianmosinavd cnectpy signoviane

CTRHARPTHOrO DOTIHHY. Maxcumannia nomxxHa Xpuni: 280 « | me

H
H

Page (Crop.) 1/4




JPSEN PHARMA BIOTECH / HICEH ®APMA BIOTEK

Number of manulacturing autorisstion / Nisciris s supoSamwurno: M 204144 )
Parc d'activites du Plascau de Signes chemin depaniemental e 402, 5 N
81570 SIGNES, France

Tlapx &' axtisite aw Masto ae Cing scpranenrcuka aopora Ny 402.

83870 CIHb, Gpanuia

Paooe / Tenedon: 33 (04 94 10 76 76
Fax / asec: +33 (G4 94 10 76 93 »

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEFTHOIXKAT RKOCTI TA BIZTOBIROCTI

330515-FOR / V4.0
Specificatisn reference / Iocananus Ha cnéundicnnivo: B

Material code / Kon maTepians: 1049323 Batch number / Homep cepil:  A52995

Article name /7 Hassa cratri: Solvent 2 m! for reconstitution for DIPHERELINE® 3,75 mg / Porumisak no 2 MA Ass
npuroTysanua JHOEPEJITH® 3,75 ur

Registration number / Homep peccrpauifinore soceizqess: VAA695/01/02

Name of the product / Hazsa npoayxTy:

Solvent 2 ml {mannitof (E 421), water for injection) for reconstitution for DIPHERELINE® 3,73 mg / Poywsmnnk nio 2 Mn
{MauiT (E 421), pogE ARt Hu'exuill) ana npurotysanua AUGEPETIH® 3.75 wr

Package size and type / Poamip % THR yoakosssu: 1 ampule of 2 m! sofveni (packed with a vial of powder and a blister with
1 syrisge and 2 necdlcs in cach in a cardbourd box) / 1 amnysa 3 2 MA POIMHHWKES (Y KOMIUTEKTI 3 NOPOUTKOM, WHIPHIOM RIA
CRHOPAIOBOTO BHKOPHCTRNEY T TBoME FoNKaMH (y OaicTepriti yraxosui)} y xapronyift xopolui)

Mpnniacturing, primary packaging snd quality contrel / BupoSunireo, REpaNHHA YRAKCAKE TA KORTPO/IE SKOCTI
CENEXI, 52 rue Marce] et Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEHEKCI, pro Mapceas e ¥ax Fowe
52 94120 BOHTEHE-CY-EYA, Opanuis

Mumber of manufacturing autorisaion / STinexsin ns aupobuaurno Me: M 167379

Maonfacturing date 7 lata supolnnures: 01.11.2022

Expiry daie/ fiara saxinvienus vepwiny mpuaarnocvi:  01.31.2027

Batch size / Posstip cepll: 4500  packs fymaxosox

Certification statement: ; i

I hereby certify that 1he above information is authentic and accurate. This batch of ptoducl has been manufactured
{including packaging/labeling and quality conirol} at the above mentiored sites in full compliance with the GMP
requitements of the Jocal Regulatory Authority and with the specifications in the Marketing Authorization of the
impmagg coundry. The batch processing, packaging and analysis records were reviewed and found 1o be in compliance
with GMP.

Innna npo cepTuixauio:

Lism ascaipuyio, wio HaBeAtHA BUWE indopumaLi € 0CTOBIPHO T8 TowHoo. Lo cen .- .
{BKmovRIONH TAKYROHEA SAHMA TA NpOBEASHO KoHTpoAs W mxocTi) Ha Fie i HHUI ¥ MOBHIK

sianosinrocTi 3 snM HBI1, scTaROBACRHME MiCLtesls [ g ra¥ o ¢ “pinnosiaso go
; lll “HaxyRaHMN Ta
o h\\wnlm ’v."‘.

creupdixauifi. wo Mi y peecTpauifinoMy nocwe xpaiiH-iropreps 'L
aHaniyis Sysno neperaayyTo 4 SCTRRORNCHO BianoRioMicTs suMoram HBIL.

Name, Signaiure and positiondtitle of person authorising the batch release:

Iw'a, niZnic Ta BOCARA/IBANMA OCOBH, XKR UHAAR KOIBIN HA SHAYCK cepil: e i

Date of signature:
DaTe nidNHCARHA:

IPSEN PHARMA BIOTECH

Parc d'Activités du platesy de Signes
Chemin Départementat 402
83870 SIGNES nce)

adteaga postale : BPG:('I.} Signes !

83030 Toulon Cedex 9 Page Jsur3

o, 3306 04 10 76 76 - Fax 330H 94 10 26719

RCS Toulon n* 3347 835 274
Siret : 347 835 274 00015 - Code NAF 21202




IPSEN PHARMA BIOTECH / INCEH ©APMA BIOTEK

Number of manufacturing autorisation / Jliucialn #a sipoBnutso: M 207144 -
Parc d'setivites du Plalesu de Signes chemin depaniemental Mo 402,

BMT0 SIGNES, France

{lnpx &' axrimite o Finaro e Civt ACEEPTAMCHICHKS AOpora Ne 402,
83670 ClHbL. dpaniin

Fhoue / Temodguur: 433 (014 94 1076 76

Fax / @aicc: +33 {0 94 10 76 93

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTHOIKAT AKOCTI TA BLANOBIAHOCTI

330513-FOR/ V4.8

Specification veference / Mocuaanun wa cneundicanio: B

Materia) code / Ko usvepians: 1049323 Buatch mumber / Homep cepil:  A52995

Article name / Haysa craryi: Solvent 2 mi for reconstitution for DIPHERELINE® 3,73 mg / PoyuBiHHK N0 2 MR gan
npurotysanua JHOEPENRIH® 3,75 wr

Reglstration pumber / Homep pecerpaiftnoro nocsisgenns: UANDG95/01A02

Nawme of the produet / Hasa npoaywry:

Solvent 2 ml (mannitol (E 421). water for injection) for reconstitution for DIPHERELINE® 3,75 mg / Poaununsk tio 2 mn
(uaziy (E 421), monn ann wi’exuilt) ans apurotysanns JHOEPENIH® 3,75 mr

Package skre and type / Poamip T2 run yoaxoswn: 1 ampuic of 2 m) solvemt (packed with a vial of powder and a blister with
1 syringe and 2 needies in each in a cardboard box) / ¥ sui1yia 3 2 MA pOISHHKAKA (Y XOMINEKTI 3 ROPOWKOM, HINPHUOM BIX
OAHOPAIOBOrD BHKOPHCTAHER Ti ABOMA roxxami {y Gaicrepuill yrmxosui) y xaprounifl xopo6ud)

Manufacturing, primary packaging and quality controf / BupoSauamno, Nepagnin YNAKOAKA TA KDHTPOAS TKOCTI
{ENEXI, 52 rue Marcel et Jacques Gaucher 94120 FONTENAY SOUS BOIS, Frence / CEHEKCL, pio Mapcens ¢ Max Towe
52 94120 GOHTEHE-CY-BYA, Opanuin

Number of manufacturing sutorisation / Jliugnsin s enpoSnuurso Me: M 164379

Manufacturing date / flaTs aupoSunures: 01.11.2022

Expiry date / Java saxiniennn vepuiny npiasraocri:  01,11.2027

Batch size / Posmip cepil: 4500 packslymmmle I

TESTS/ i SPECIFICATION/ RESULTS |
ROKAIHHEH CRENHOIKALIN PEIYALTATH
3. ASSAY / KITBKICHE
B
3.1. Mannitol / Mawir Q.76 — 0.84 % (wiw) 0.79
0.76 ~ 0.84 % {ww)
4.BIOLOGICAL TESTS / ==
G '//“ i = \‘{/Pl) )
4,1 Sterility test / Crepsnsnics st Aies with Ph.Eur, / pm:::J
YKYM Tﬁﬁa‘ahﬁina?e_ moram Cup. ©apm, siano:
— L% AN
4.2 Bacterial endotoxins / Baxrepi a ‘Ll <035 LU/ <0.05
CHIOTORCHHM WAL _1':;&)% MO/Mn
a /O

A RVAY
*\g\g’f 83 2/
Conclusion:  Baich complies daing w0
BucHonox: Cepis sinnosinae et
Commesnts / Konsenrapi: W Not Applicsble / He sscrocosyeTsca
L) Write comments if any / JasuasTe coMenTapi, suuo heoobxiaso:

Page 2sur 3




TPSEN FHARMA BIOTECH / INCEH ©®APMA S10TEX

Number of manufacturing awtorisation /
Hinendin na snpobunirreo; 2022_28_1_2
Parc d'aclivites du Plaiesy de Signes chemin departemental Ne 402.
83870 SIGNES. France
[apx 2’ axtinite A0 Plnare ac Cins RemapraMciycLis nopora Ne 402,
83870 CIHb. ®pminin
Phone / Teachon : +33 (Op4 94 30 76 76
{ e : 433 o4 107693

CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEFTHSIEAT AKOCTITA BUINOBLANROCT

N4TI4-FOR I V10D

Specilication reference / ocnannsn ma cacundivauin:

Mnuterial code / Kox savepinan: 1023408 Batch number / Homep cepil AS5967
Article name / Hasa crayrl: DIPHERELINE® (3,75MG IFLCN DA}/ RADEPEMHS (1.73 MIM | OTUA)
Registration number / Homep peecrpaniftnore noesiovenng: UADGS501/02

Strength / Potency / Caxs git £ Acynenicts: Triptorelin 1.75 mg / Tpunropenin 3.75 ur
Name of the product and Besage form / Haina npeoapary T sicepesica §opma: DIPHERELINE® 3.73 mg powder and solvent for
suspension for injection, prodonged relesse form / AHSEPE/MH®. nopowox a0 3.75 NrTs posdintwe am cycnenwsid inn ik'cxili
UPOADHTORANOMD BHNIMHCHIA
Packnge size and type / Poamip T™a vom ynswonxm: 1 vial of powder {packed with an ampoale of 2 m! solvent and 2 blister with | sytinge
and 2 needles iz each in a cardboard bax)/ 1 gaskon 3 nopetixom (¥ KOMNRCKTI 3 POITHHRHKOM 110 2 ME B 2MIY Ri, LIBHAICM 115 OIHOPASORID
SHKOPHCTAMHR T RSO3 roakavn (v Gnicrepetill yiaxowl) ¥ sapsosnil xopobit)
Gammn-irradintion/ Tamma-samporiiosanne;

[] IPSEN PHARMA BIOTECH, Etablissement Gammaster Min 712 Arnavaox 131323 MARSEILLE, France (M137222) / INCEH ©®APMA
BIOTEK, devcbalwment Tasancrep Min 712 Apuasoxc 13323 MAPCEND, Gpanuis (M1 V222)
® STERIGENICS ITALY S.P.A.. Via Mauzabolto 4, Minerbia, 40061, ftaly (aM31/2019) ¢
CTEPHDKEHIKC ITANA C.ILA.. Bia MapiaGorTo 4, Mincplio, 40061, bravia (aM31/2019)

Manufaciuring dets / Jxva aupobmuursa: 26082022
Expiry date 7/ Awtn 30cineensn Tepminy npeastaori: 31.12.2025
Baich sizve / Poxmdp copif; 4500 packs /ynakosox

Conclusion:  Batch complies :
Bucrosok: Cepis aianosinac ’
i i
Comments / Komenvapl: Eltl;lu Applicable / He 3acrocoryeThes
Write comments if any / 3a3uaute koMeHTopi, Akuio HeooGxlano:

Certification staiement;
1 hereby certify tham the above in!'ormagi 4

gcuraie. This baich of product bas beea manulaciured
, (including packaging/isheling and qualily”s eqentioncd site in full compliance with the GMP
;requirements of the local Regulatory Hthos “specifications in the Marketing Authorization of the
!importing couniry. The baich processins Suickag analysis eioits were reviewed and found 10 be in compliance
with GMP. '
Ianne npo ceprudinanio:
Lisv 2acBiguy0, W0 HAREAEHR BHILC [N
(BEMIOYAIONH NAKYBAHHAMSOICY BEHHN | TH
nignopigiocti 3 sumorauk HBR, ect
cacumndixauifl, o micTaTecs ¥ \1.\

“1ounoi, Lo cepio nponyxaii Gynio anpobreo
PO 0TI} Wt SHIIEI2IHECHIl Alneksui ¥ nosail
NENIMH  MICHCBAM /DEr)iIATOPHAN OPFaHOM. 9 TaxoX Bianosiano Ko
y_fiogws NpEiNitiMsoprepa. MpoTorons BUpoBHwITES, NAKYRAKHA TR

irdad HBI. P

Name, Signature and positionftitle of person awthorising the baich mleamvS Cw IL%J
Assurance Quality Pharm:

In’'n, niansc e nocaas/3pannx ocolin, Sxa praana A0301A HA BuNyck cepil:

Yuossorsmena ocola » akccTi, Gapmauest

A BIOTECH [ i
Date of signsture: {PSEN PHARM Juld Lo
e niniani: Parc dAciitSs du platosi 60 SIS f =

! Chamn :
= S (France)
83870 SIGNES (FrerCel Page (C1op) 4 /4
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IPSEN PHARMA BIOTECH / INCEH ¢APMA BIOTEK

Nuraber of manufacturing autocisation / Jtiaewsin wa supolunurso: M 21144 -
Pacc d"activites du Platesu de Signes chenin depanemenial M 402, lpSEN

33870 SIGNES, France
fapx o scrinive aw Tnave ge Cite aenapradcHTears Jopora Ne 402,
83870 CiHb,
Phune / Tenegaue +31 {0y 94 10 76 76
- enrrmna U £ B0 +33 (O 9410 7693 S
CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTHOIKAT HKOCTI TA BLANOBYHOCTI
33515.FOR / V40
Specification reference / flocunasng ua eneundinaniw: B
Material code / Kox mavepisnn: 1049323 Batch awmber / Homep cepil:  A52995
Article name / Hross cravris Solvent 2 ml for reconstitation for DIPHERELINE® 3,75 mg / Poyunnsnk no 2 Ma ga
rpurotysanns JHOEPENH®S 3,75 mr
Registration munber / Homep pecerpaniitRore nocsicuenns: UANG95/01/02

Name of the product / Ha3sa AposyxTy:
Solvent 2 ml {mannitol (E 421), water for injection) for reconstitution for DIPHERELINE® 1,75 mg 7 Posuuhsux no 2 Ma

(s (E 421), 200 anx Wi’ ciatifl) xaa npurotysanan JUOEPENIH® 3,75 mr

Package size snd type / Poamip T Tan ynaxosxm: | ampule of 2 mil solvent (packed with & vial of powder and a blister with
| syringe and 2 needles in each in a cardboard box) / | ammyna 3 2 Mn peIMHHHHKE (Y TOMILKKTI 3 DOPOLIKOM, WITPHLOM QLS
OZHOPAIOBOTO DHKOPHCTAHNE TA ABOMS ronkemMH (y GricrepHilt ynaxosui) y xaprounilt kopoliui)

Manufscturing, primary packuging and quality control / BupoSunureo, nepenuHR YIAKOBKS TS XORTPONE SKocTl:
CENEX]1, 52 rue Marcel e1 Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEBEKCI, pio Mapcens e Yax Towe
52 94120 DOHTEHE-CY-BYA, ®pauuin

Number of manufacturing sutorisation / Jlioensin ma supoGimmreo Me: M 16/379

Msanufacturing date / [lsta Bupolisximea: 01.11.2022

Expiry date / flata 23xinqeuns repainy npapavsocti:  01.11.2027

Batch siye / Poamip cepil: 4500  packs /ynaxonox l

! SPECIFICATION/ I RESULTS/
NOKAIHHKH CNELHOIKA TR PEIVRLTATH
1. CHARACTERISTICS!
XAPAKTEPHCTMEH
1.1 Genersl characteristics / Solution practically free of visible particies passed /
Jaranuui XapakTepHCTHEH PO3uHH NPAKTHYHO BLTLHHH BLA BHEAHMHX S8CTOX Bianosinsc
1.2 Coloration / JaSapasetin
) Colourless / BesGapsunt passed /
; i sianosiaa
£.3 Clarity / [TposopicTe passed /
pinioninac
1.4 Particulate contamination f
Mexaniyui BRmoMSHIA i
| 0
2. JESTS/ TECTH
2.1 Exwaciable volume / 20
Ob'eu, LU0 DUTATBETLCA
22pH/pH 6.2
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s V008 LT on : +13.6054.94.10 76.70__

IPSEN MHARMA BIOTECH / IICEH SAFMA BIOTEK

Number of manufacnning sutorsssion / [
Jiuessin i snpolunures: 2022 218 1.2 lps EN
Parc o' activites du Piates de Signes chemin departemential M 402,

83870 SIGNES, France
Tiapx 2" axrisire Do Iaaro ac Cias 2cnaprascuTescy sopors Ne 402,
83870 CIHb, Opanuis

§ Gaxc : +33 9 10 76 93
CERTIFICATE OF ANALYSES AND COMPLIANCE 7 CEPTHOIKAT AKOCTI TA MIEROSHOCTT

314774-FOR / V10.0

Specification reference / (Tscwuasnuy =a enewpdixsubo: Q

Matexial tode/ Kox mareplana: (123408 Baich nuber / Homep copil: A55967
Article name / Hnsa cravrl: DIPHERELINE® (3,73MG IFLCN UA)/ AHGEPEN® (3,75 MI" 1 A1 UA)
Registration sumber / Hasep paccTpaniiinore rocainnenun: UADGIS01/02

Strength / Potency / Cunn 2R / Axrwesicra Triptorelin 3.75 mp / Tpunropenin 3,75 ur
Name of the product and Dosage form / Heows apenapary Ta sikapesin opma; DIFHERELINE® 3,75 mg powder and solven) for
suspension foc injection, prolonged release form / AHOEPERTH®, noponnx oo 3,75 Mr Ta poraminnx ans cyckessil sl i coulll
NPOROHCDRMIOTO BABTMHENHAE
Package size and type / Poxuip o Ten ymaxsaxw: | viak of powsher (packed with an ampoule of 2 mil solvem and » blister with | syringe
and 2 nesdles ia each in & Candboard box) / | nakou 3 RopotEicts (y xoMrmesr! 3 pOYREHEOM N0 2 M 1 SNITY N, IENPHLIOM AAE CANORAIANT
BHRODRCTARHE TA N00u a roncsun (y Saicrepuii yimxosti) y kaprotuiR xopodui)
Gamms-irradistisn/ Fasuns-axnpanidessnnn:

I IPSEN PHARMA BIOTECH, BtsbHsvement Canwnaster Min 712 Araavaux 13323 MARSEILLE, France (M13/222) / INICEH ®APMA
BIOTEK, levebaitmenyt Tammacrep Miu 712 Apuanoxe 13323 MAPCEITD, $pangin (MI1222)
M STERIGENICS ITALY S.P A, Via Marzahowu 4, Minerblo, 40061, ltaly (aM31/2019}/
CTEPMIDIKEHIC ITARLR C.IT.A.. Bla Mapasfiorro 4, Miueplio, 40061, Frurls (aM3172019)

Manufartoring daie / lsTa supolunares: 26.01.2023
Expivy date / Oars nwievenns repuiny spupatrocti: 31.52.2028
Batch slze f Poanip cepils 4580 packs fynm
SPECIFICATION/ RESULTS/
CHEMMSIKARIR PEIVABTATH |
IEST.
Buepalysanun APONGIOSABOTD
susinsnesnn
6.1. Reproducibility test In vitro dissolurions
Tect Ba pitveoproBaHicTs.
Poasigiennn i vitro.
« 24 hours /24 rons. _ 9
- 59 hours / 59 roa, | 66
- Between 115 and 163 hours / %
63 rop,
6.2, In vivo testosterone rek
the raL/ N.D./
H.B.
He
BHIRFUMETICE
T.1 Radiomim dose Check ] passed /
Iteperipea zoan crepunizanii planosinae
onpoMileIHIM
! ?’“|\j rﬁ. !Ir_:] "(Ir’f ’%{P'{“;} i—“‘? :
i : ":- ! |
. ; Psgc (Crop.) 314
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